NATURASOL \

La naturaleza nos respalda

Date: September 24, 2004 Bogota D.C., Colombia

Att: Victoria Lotwek

Office of Nutritional Products, Labeling, and Dietary Supplements (HFS-820)
Center for Food Safety and Applied Nutritional

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD, 20740-3835

Subject: Missing copies — text translations

Dear Ms. Lotwek:

Here are 3 copies of the translation of the texts in spanish for both plants: Anamu and Vira vira. Once
more thank you for your patience and help. If you need to contact us, please feel free to call me (571)
232 05 05.
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Kindest regards
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Exterior Commerce Department

Carrera 13 No. 46-56
PB.X.2450390-232 0505-3401223
...... w nahirasnl.net « Bogotd Colombia



(TRANSLATION)
PROCEDURE TIME SIGNATURE AND DATE
Start Finish Effectuates Verifics

11. Transfer powder in plastic containers
with a properly sealed plastic bag.

12. Press tablets in 16 station
Manesty machine with proper

care and proceed to:

Weight and consistency control
(register in PD.FR.72 format)
Diameter, height, and disintegrafion
control (register in CC.FR.1 format)

13. Solicit conditioning order (PD.FR.65)

14. Transfer to solids bottling area

(  tablets) in white PVC bottle Ref. 150 tablet
and control the number of tablets on the '
counting scale by weight. Place push down cap
on each botile.

15. Transfer to labeling area in plastic containers.

16. Verify the labels:
Code Lot #

Exp. Date

Label color,

Print quality

17. Proceed to label each bottle and place
heat shrink tubing.

18. Seal using heat shrinking pistol,
avoiding excess heat.

19. Plastic wrap in groups of 6 and placc
plastic containers. (register CC.FR.2)

20. Deliver to finished product warchousc.
Performance:

Expected bottles
Obtained bottles
Performance %

Elaborated: Supervised: Approved;

Opcrator: PL. T.C.
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1 T PRCCEDINITENTG T T diRA T FIRNA Y FRCHA

I iNGIA TIAAINA EELCTUA VERIFICA
10, mezcelar ¢l polvo anlerior con ¢l Estearato i
r»laqnemo on la mezcladora rror un iernpo de 15
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[11. Trasladar el polvo en recipicntes plasticos .
!quc conteiyan  bolsa  plistica  y  corrnda o
] Jobwdamaoenta,

2. debletowr en maquing Manesty de  i6
pestaciones  wn el debido oumdado y proceder a ! '

Toonmonge o, | . . . .
Vanslen . . . )

conitol de p SRU Y durc,zu y Fogn:ir'xr en fo malo
PD.FR.72.

| Control de Diametro, Altura Y desintegracion y !

peensiegnario en ol CCFR
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13. Trasiadar al area de envasado de solidos;
proceuct 9 envasar ( tabictas) en frasco
1.:-‘-VC Marcs Rof nastilinee x 230 7 ceatiolar ¢l
“humen de aoletas en la baierz coniadora jgle]] i
260, Coleear tapa push dowr, o catdia fiase
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14, Solicitar orden  de  acondicicaamiento| -
~0L.FR.GE.
5. Trazladare ab drea dooeligeatcdo oo tonestas i '
pASDES. . I
13, arificac of contenidu de 1ns Lucelas; .
Codijcacion Loia:
Fecha vencimienty: e
Color Lliquela: Lt T it L
Calidad Impresion: _

I 17. Proceder a etiquetar cada frasco y colocar
- gi plistico para lermoencoger.

15, Selar haclendo uso de la pisiola de
' asrmocncojdo, evilando que el exceso de calu
;'1.1:\0. ol  pldslico  tenmoencoegiie.  Reyistar
1CC.FR.2
i 19, Tormocncoger on grupos ¢c seis frascos y
! colocar ¢n cajas plasticas.
!2(). Entregar a la bodega do producto terminado.
{Mendimicnia:
! F-rasco esperados:
I rascos Obtenidos:

155 feendhimiento: ) i
. | iabaro: | REVISO: APROBO:

L Dperadc: AR _ D.7.
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